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DETAILED ACTION 



1. This action is in response to papers filed 12 June 2000 in Paper No. 7 in which 
applicant elected Group 1, claims 1-12 without traverse, claims 1-24 were amended and claims 
25-47 were added. Currently claims 25-47 are under prosecution. 



Claim Rejections - 35 USC §101 

2. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or 
composition i of matter, or any new and useful improvement thereof, may obtain a patent 
therefor, subject to the conditions and requirements of this title. 

3. Claims 25-47 are rejected under 35 U.S.C. 101 because the claimed invention is not 
supported by either a specific and substantial asserted utility or a well established utility. The 
claims are drawn to an isolated polynucleotide comprising a first polynucleotide or the full 
complement of the entire length of the first polynucleotide sequence wherein the first 
polynucleotide sequence is at least 95% identical to SEQ ID NO: 1 (Claims 25-32 & 34-38), 
methods for producing the polynucleotide (Claim 33) an isolated polynucleotide encoding a 
polypeptide of SEQ ID NO: 2 (Claims 39-41 & 44-46) and methods for producing the 
polypeptide (Claims 42 & 47). However, the specification fails to teach a specific utility for the 
claimed polynucleotide because the function of the polynucleotide or the encoded peptide is not 
known. The specification teaches the claimed polynucleotide sequences were identified in a 
DNA library derived from Streptococcus pneumoniae 0100993 (page 10, lines 19-20). However, 
the specification teaches that the polynucleotides may be obtained from other organisms (page 

1 1, lines 27-30) and therefore, the polynucleotides are not Streptococcus pneumomae-specific. 
The specification suggests that the peptides encoded by the claimed sequences have functions 
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similar to the proteins of the malonyl-CoA:ACP family because polynucleotides encode a 
peptide having structural similarities to proteins of the malonyl-CoA:ACP family (page 10, lines 
27-29). However, the specification does not teach a function for the peptides encoded by the 
claimed sequences wherein the teaching of a function would include a demonstration of the 
function (e.g. assays or experimental results). Neither the specification nor the prior art teach 
a specific utility for the claimed invention. Hence, the claimed polynucleotide and amino acid 
sequences lack a specific utility. Add therefore, the claimed methods are not supported by a 
substantial utility. The specification fails to assert any substantial utility for the 
polynucleotide and amino acid sequences and methods and neither the specification as filed 
nor any art of record discloses or suggests any utility such that a substantial utility would be 
established for the sequences and methods. The teaching of a substantial utility would include 
a real-world use e.g. a polynucleotide or amino acid sequence having a known function wherein 
expression inhibits or promotes a disease and wherein the method to detect the sequence is 
diagnostic for the disease. Additionally, the substantial teaching would include a 
demonstration of the real world use e.g. experimental results. The specification teaches that 
the claimed sequences may be used in diagnostic assays wherein detection of the sequences 
will provide a diagnostic method for diagnosis of a disease (page 16, lines 12-14), for the 
presence of an infection (page 17, lines 20-22) and for the stage of infection and type of 
infection (page 14, lines 4-6). However, the sequences are not Streptococcus pneumoniae- 
specific (page 11, lines 27-30) and therefore, the specification does not teach a disease or 
infection for which the sequences may be diagnostic and the specification does not teach 
experimental results demonstrating the diagnosis. The specification teaches the sequences 
may be used to produce antibodies (page 17, lines 27-31) and the specification teaches the 
antibodies may be used to identify the polypeptides encoded by the sequences (page 18, lines 
19-20). However, the specification does not teach a substantial utility for the anti-polypeptide 
antibodies (e.g. diagnostics) beyond the obvious detection of the polypeptide itself. The 
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specification teaches the claimed sequences may have utility in the discovery of antibacterial 
compounds for treatment or inhibition of diseases (page 21, lines 9-10 and 26-27). However, 
the specification does not teach any antibacterial compounds discovered by using the claimed 
sequences. The specification teaches the claimed sequences may be used as an antigen for 
inducing an immunological response (page 22, lines 8-23) and for vaccine production (page 23, 
lines 22-27). However, the specification does not teach experimental results which 
demonstrate that the antigens produce an immunological response or have utility as vaccines. 
The specification does not teach any specific utility nor does the specification teach any 
substantial utility. Therefore the suggested uses for the claimed sequences are merely means 
to study the properties of itself. Hence, the specification fails to support a substantial utility 
for the claimed methods. Because the claimed methods are not supported by a specific or 
substantial utility that is either well known in the art or supported by the specification, the 
claimed methods are not supported by a well-established utility. The specification and the 
prior art fail to support a specific and substantial or well established utility for the claimed 
methods. 



Claim Rejections - 35 USC §112 



4. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and use the same and shall set forth the best mode contemplated by the inventor of 
carrying out his invention. 

5. Claims 25-47 are also rejected under 35 U.S.C. 112, first paragraph. Specifically, since 
the claimed invention is not supported by either a specific and substantial asserted utility or a 
well established utility for the reasons set forth above, one skilled in the art clearly would not 
know how to use the claimed invention. 
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First paragraph of 35 U.S.C. 112: Written Description 

6. Claims 25-34 & 37-47 are rejected under 35 U.S.C. 1 12, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application was 
filed, had possession of the claimed invention. Claims 25-34 & 37-38 are drawn to an isolated 
polynucleotide comprising a first polynucleotide or the full complement of the entire length of 
the first polynucleotide sequence wherein the first polynucleotide sequence is at least 95% 
identical to SEQ ID NO: 1 and a process for producing the polypeptide encoded by SEQ ID NO: 
1. Claims 39-47 are drawn to an isolated polynucleotide comprising a first polynucleotide or 
the full complement of the entire length of the first polynucleotide sequence wherein the first 
polynucleotide sequence encodes a polypeptide comprising of SEQ ID NO: 2 and a process for 
producing the polypeptide. The specification teaches the polynucleotide sequences of SEQ ID 
NO: 1,3 and 5 and the amino acid sequences of SEQ ID NO: 2, 4 and 6. However, the claimed 
polynucleotide sequences are broadly defined in the specification (page 28, line 12-page 29, 
line3) and encompass a large genus of sequences, including genes, gene fragments, DNAs, 
cDNAs, RNAs, mRNAs, probes and primers each encompassing a large genus of possible 
sequence having various components, various lengths, various regions and degrees of 
complementation and various codon usage for amino acid encoding. The specification does not 
teach a representative genus of the claimed sequences. The specification teaches that the 
invention relates to isolated polynucleotides, including the full length gene, that encodes the 
FabD polypeptide (page 9, lines 29-30) and the specification teaches that polynucleotides 
broadly encompass any modified or unmodified single, double and triple stranded DNA and/or 
RNA (page 28, line 12-page 29, line 2). However, the specification does not teach a gene, the 
teaching of which would minimally include the open reading frame, introns, exons, and 
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regulatory regions. The specification does not teach a representative number of the claimed 
probes and primers, a teaching of which would minimally include the regions of SEQ ID NO: 1 
to which they bind. The specification teaches SEQ ID NO: 1, 2, 3, 4, 5 & 6 but the specificatio 
does not teach a representative number of the claimed sequences in sufficient detail that one 
skilled in the art would reasonably conclude that inventor had possession of the claimed 
invention at the time the application was filed. The courts have stated that the specification 
must describe the claimed invention in sufficient detail that one skilled in the art can 
reasonable conclude the inventor had possession of the claimed invention see In re Vas-Cath, 
Inc. 935F2d. 1555, 1563, 19 USPQ2d 1111,1116 

Prior Art 

Claims 39-47 are drawn to an isolated polynucleotide comprising a first polynucleotide 
sequence or the full complement of the entire length of the first polynucleotide sequence, 
wherein the first polynucleotide sequence encodes a polypeptide comprising SEQ ID NO: 2. 
Magnuson et al. (FEBS Letters, 1992, 299(3): 262-266) teach an isolated polynucleotide 
sequence encodes a polypeptide having 74.5% similarity to the sequence of SEQ ID NO: 2. 
While the sequences of Magnuson et al. have similarity to the claimed sequences, they do not 
encode the claimed polypeptide. 



Conclusion 

7. No claim is allowed. 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BJ Forman whose telephone number is (703) 306-5878. The 
examiner can normally be reached on 6:45 TO 4:15. 



Application/ Control Number: 09/308,397 



Page 7 



Art Unit: 1655 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Jones can be reached on (703) 308-1 152. The fax phone numbers for the 
organization where this application or proceeding is assigned are (703) 308-4242 for regular 
communications and (703) 308-8742 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 



BJ Forman, Ph.D. 
June 28, 2000 




